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DETAILED ACTION 

Request for Continued Examination 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
7/16/2008 has been entered. 

Response to Arguments 

Applicants argue over the 35 USC 103 rejection that Midha et al. and Epstein et 
al., both alone and in combination, fail to disclose or suggest a storage stable solution 
comprising methylphenidate and a solvent system in which the water concentration is 
less than 50%. 

Applicant's arguments have been fully considered and are not persuasive. 
Applicants make the argument that Midha and Epstein are not concerned with storage 
stability or shelf life. This is not persuasive because the claims are drawn to a 
composition comprised of methylphenidate, an organic acid and a solvent system in 
which Midha and Epstein render the composition obvious because it is comprised of the 
same elements. Because the prior art meets the claim limitation, it would be obvious 
that storage stability would occur because the composition is comprised of the same 
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elements. Furthermore, it is obvious to vary and/or optimize the amounts of 
methylphenidate, organic acid and aqueous and non-aqueous solvents provided in the 
composition, according to the guidance provided by Midha et al. and Epstein et al. to 
provide a composition having the desired properties such as the desired concentrations 
and percentages of each component to formulate an effective methylphenidate solution 
for administration. There is no indication that varying amounts of water or the solvent 
system would interfere with storage stability as indicated by Applicants absent a 
showing of unexpected results. The Declaration provided does not show results that 
compositions comprising more than 10-45% of water as claimed would provide a 
composition that is not storage stable. In view of applicants amendments to the claims, 
the following modified non-final rejection is made. 



Claim Rejections - 35 USC §103 



The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



Claims 1-23 rejected under 35 U.S.C. 103(a) as being unpatentable over Midha 
et al. (US Patent 6,127,385) in view of Epstein et al. (US Pg-Pub 2002/0103162). 
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Midha et al. teach solutions comprised of methylphenidate that is dissolved in an 
aqueous or non-aqueous solvent such as propylene glycol and an organic acid such as 
ascorbic acid (Col. 4, lines 59-63). The solution further contains aromatic oils as 
flavoring agents (Col. 4, lines 59-63). Midha et al. further teach that injectable solutions 
may be prepared using water (Col. 5, lines 21-23). 

Midha et al. do not teach the amounts of each component listed, the specific 
polyols listed in claims 11,16 and 21 or the glycol listed in claim 22. 

Epstein et al. teach pharmaceutical preparations comprised of methylphenidate 
compounds. It is taught that the preparations may be formulated in a biologically 
acceptable medium, such as water (solvent) and polyols (non-aqueous solvent; with 
glycerin, sorbitol and polyethylene glycol listed) and mixtures thereof (meeting the 
limitations of polyols in claims 11,16 and 21 ; paragraph 0250 and 0268). It is further 
taught that antioxidants may be present in the composition, with citric acid being 
amongst the possible antioxidants listed (paragraph 0274). Epstein et al. also teach the 
use of flavoring agents (paragraph 0273). 

Regarding the limitation that the composition is storage stable, it is obvious that 
because the prior art teaches compositions comprised of the same components. 
Therefore, the property of being storage stable would obviously be the same absent a 
showing of unexpected results. 

Furthermore, it is obvious to vary and/or optimize the amounts of 
methylphenidate, organic acid and aqueous and non-aqueous solvents provided in the 
composition, according to the guidance provided by Midha et al. and Epstein et al. to 



Application/Control Number: 10/554,133 Page 5 

Art Unit: 1617 

provide a composition having the desired properties such as the desired concentrations 
and percentages of each component to formulate an effective methylphenidate solution 
for administration. It is noted that "[W]here the general conditions of a claim are 
disclosed in the prior art, it is not inventive to discover the optimum or workable ranges 
by routine experimentation." In re Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 
1955). 

Accordingly, it would be obvious to a person of ordinary skill in the art at the time 
of the invention to combine the teachings of Midha et al., which teach pharmaceutical 
solutions comprised of methylphenidate and an organic acid dissolved in propylene 
glycol and water, with the teachings of Epstein et al. which teach methylphenidate 
preparations as well and include citric acid as an organic acid that can be used in the 
composition, as well as a solvent and non-aqueous solvents. One would be motivated 
to use the citric acid taught by Epstein et al. in the composition of Midha et al. because 
Midha et al. teach solutions comprised of organic acids and there would be a 
reasonable expectation of success that citric acid would be effective in the composition 
as taught by Epstein et al. 

Conclusion 

No claims are allowed. 



Contact Information 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Renee Claytor whose telephone number is (571 )272- 
8394. The examiner can normally be reached on M-F 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Renee Claytor 

/SREENI PADMANABHAN/ 

Supervisory Patent Examiner, Art Unit 1617 



